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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 06 April 2007 . 
2a)D This action is FINAL. 2b)El This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 1-6 is/are pending in the application. 

4a) Of the above claim(s) ±6 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) £3 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 16 February 2005 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 
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1 .[3 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to restriction requirement 
Applicants* election with traverse of Invention of Group I, Claims 1-3 in 
amendment, filed April 6, 2007 is acknowledged (applicants' representatives confirmed 
the election of the invention of Group I, claims 1-3 in a telephonic interview conducted 
on June 14, 2007). 

The traversal is on the ground(s) that Applicants emphasize that the common 
technical feature between Group I and Group II is not a Rhodococcus mutant, as such, 
but rather a mutant characterized by a higher sensitivity to lysozyme than a wild-type 
microorganism of that genus. Certainly, Hashimoto et al. does not disclose this technical 
feature. 

This is not found persuasive because examiner has provided new references and 
arguments that provide for evidence that the claimed invention and the technical feature 
associated with the said claims is not a contribution over the prior art, see rejection 
below. 

Therefore the requirement is still deemed proper and is made FINAL. Claims 1-6 
are pending in this application. Claims 4-6 are withdrawn from further consideration 
because these Claims are drawn to non-elected inventions. Claims 4-6 are currently 
under examination. 

Priority 

The current application filed on February 16, 2005 is a 371 of PCT/JP03/10342 
filed on 08/14/2003, which in turn claims priority to foreign application, JAPAN 2002- 
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239554 filed on 08/20/2002. A certified copy of foreign document JAPAN 2002-239554 
has been provided. 

Drawings 

Drawings filed February 16, 2005 have been accepted. 

Information Disclosure Statement 
The IDS filed February 16 has been received and is signed and considered, a 
copy of the PTO 1449 is attached to the following document. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-3 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as failing 
to provide an adequate written description of the invention and failing to provide an 
enabling disclosure without complete evidence either that the claimed biological 
materials are known and readily available to the public or complete evidence of the 
deposit of the biological materials. 

The specification lacks complete deposit information for the deposit of the cell 
line deposited under Accession No. FERM BP=8443 and Accession No. FERM 
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BP=8444. It is not clear that the cell lines deposited as Accession No. FERM BP=8443 
and Accession No. FERM BP=8444 are known and publicly available or can be 
reproducibly isolated from nature without undue experimentation. 

Applicant's referral to the deposit of the Accession No. FERM BP=8443 and 
Accession No. FERM BP=8444 on pages 4 and 6 of the specification is an insufficient 
assurance that the required deposit has been made and all the conditions of 37 CFR 
1.801-1.809 met. 

If the deposit is made under the provisions of the Budapest Treaty, filing of an 
affidavit or declaration by applicant or assignees or a statement by an attorney of record 
who has authority and control over the conditions of deposit over his or her signature 
and registration number stating that the deposit has been accepted by an International 
Depository Authority under the provisions of the Budapest Treaty and that all restrictions 
upon public access to the deposited material will be irrevocably removed upon the grant 
of a patent on this application. This requirement is necessary when deposits are made 
under the provisions of the Budapest Treaty as the Treaty leaves this specific matter to 
the discretion of each State. 

If the deposit is not made under the provisions of the Budapest Treaty, then in 
order to certify that the deposits comply with the criteria set forth in 37 CFR 1 .801-1 .809 
regarding availability and permanency of deposits, assurance of compliance is required. 
Such assurance may be in the form of an affidavit or declaration by applicants or 
assignees or in the form of a statement by an attorney of record who has the authority 
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and control over the conditions of deposit over his or her signature and registration 
number averring: 

(a) during the pendency of this application, access to the deposits will be 
afforded to the Commissioner upon request: 

(b) all restrictions upon the availability to the public of the deposited 
biological material will be irrevocably removed upon the granting of a patent on 
this application: 

(c) the deposits will be maintained in a public depository for a period of at least 
thirty years from the date of deposit or for the enforceable life of the patent of or for a 
period of five years after the date of the most recent request for the furnishing of a 
sample of the deposited biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or non- 
replicable. 

If a deposit is made after the effective filing date of the application for patent in 
the United States, a verified statement is required from a person in a position to 
corroborate that the biological material described in the specification as filed is the same 
as that deposited in the depository, stating that the deposited material is identical to the 
biological material described in the specification and was in the applicant's possession 
at the time the application was filed. 

Applicant's attention is directed to In re Lundak . 773 F.2d. 1216, 227 
USPQ 90 (CAFC 1985) and 37 CFR 1.801-1.809 for further information concerning 
deposit practice. 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-3 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 

The Claims 1-3 as written, do not sufficiently distinguish over cells that exist 
naturally because the claims do not particularly point out any non-naturally occurring 
differences between the claimed products and the naturally occurring products. In the 
absence of the hand of man, he naturally occurring products are considered 
nonstatutory subject matter. 

See American Wood v. Fiber Disintegrating Co., 90 U. S. 566 (1974); American Fruit 
Growers v. Brogdex Co., 283 U. S. 1 (1931); Funk Brothers Seed Co. v. Kalo Inoculant, 
33 U. S. 127 (1948); and Diamond v. Chakrabarty, 206 USPQ 193 (1980). The claims 
should be amended to indicate the hand of the inventor, e.g., by insertion of "isolated" or 
purified". See MPEP2105. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-2 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Arensdorf et al., 2002 in light of 
Hirasawa et al., 2000 (cited in the IDS filed February 16, 2005). 

Where the claimed and prior art products are identical or substantially 
identical in structure or composition, or are produced by identical or 
substantially identical processes, a prima facie case of either anticipation 
or obviousness has been established. In re Best, 562 F.2d 1252, 1255, 
195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis 
for believing that the products of the applicant and the prior art are the 
same, the applicant has the burden of showing that they are not." In re 
Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 
Therefore, the prima facie case can be rebutted by evidence showing that 
the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best 562 F.2d at 1255, 195 USPQ at 433. See also 
Titanium Metals Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 
1985) (Claims were directed to a titanium alloy containing 0.2-0.4% Mo 
and 0.6-0.9% Ni having corrosion resistance. A Russian article disclosed a 
titanium alloy containing 0.25% Mo and 0.75% Ni but was silent as to 
corrosion resistance. The Federal Circuit held that the claim was 
anticipated because the percentages of Mo and Ni were squarely within 
the claimed ranges. The court went on to say that it was immaterial what 
properties the alloys had or who discovered the properties because the 
composition is the same and thus must necessarily exhibit the 
properties.). 

See also In re Ludtke, 441 F.2d 660, 169 USPQ 563 (CCPA 1971) (Claim 
1 was directed to a parachute canopy having concentric circumferential 
panels radially separated from each other by radially extending tie lines. 
The panels were separated "such that the critical velocity of each 
successively larger panel will be less than the critical velocity of the 
previous panel, whereby said parachute will sequentially open and thus 
gradually decelerate." The court found that the claim was anticipated by 
Menget. Menget taught a parachute having three circumferential panels 
separated by tie lines. The court upheld the rejection finding that applicant 
had failed to show that Menget did not possess the functional 
characteristics of the claims.); Northam Warren Corp. v. D. F. Newfield 
Co., 7 F. Supp. 773, 22 USPQ 313 (E.D.N.Y. 1934) (A patent to a pencil 
for cleaning fingernails was held invalid because a pencil of the same 
structure for writing was found in the prior art.). 
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"Products of identical chemical composition can not have mutually exclusive 
properties." A chemical composition and its properties are inseparable. Therefore, if the 
prior art teaches the identical chemical structure, the properties applicant discloses 
and/or claims are necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990) (Applicant argued that the claimed composition was a 
pressure sensitive adhesive containing a tacky polymer while the product of the 
reference was hard and abrasion resistant. "The Board correctly found that the virtual 
identity of monomers and procedures sufficed to support a prima facie case of 
unpatentability of Spada's polymer latexes for lack of novelty."). 

Presently the disclosure of Arensdorf et al., teaches a mutated microorganism of 
the genus Rhodococcus species erythropolis with increased or altered function 
(abstract, page 691 ). Even though Arensdorf et al. may not necessarily teach the 
functional characteristic of higher sensitivity to lysozyme than a wild type of the said 
organism; without specifying what particular organism the applicants are referring to (as 
in deposit accession number) the broadest reasonable interpretation of the claims would 
allow the assumption that any mutated microorganism of the genus Rhodococcus 
species erythropolis could conceivably have the claimed functional characteristics 
particularly since no specific information in regards to the mutation has been inserted in 
the claims. 

Looking at Hirasawa et al. it is easy to see that an amber mutation in Itsa gene 
can lead to increased susceptibility to lysozyme. This mutation can occur naturally or 
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can be brought about by a person of ordinary skill in the art that is aware of the 
Hirasawa et al. reference. 

Thus Arensdorf et al., 2002 in light of Hirasawa et al., 2000 et al. teach all the 
elements of claims 1-2 and these claims are anticipated under 35 USC 102(b) or, in the 
alternative, under 35 U.S.C. 103(a) as being obvious . 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert B. Mondesi whose telephone number is 571- 
272-0956. The examiner can normally be reached on 9am-5pm, Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ponnathapu Achutamurthy can be reached on 571-272-0928. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Robert B Mondesi 

Examiner 

Art Unit 1652 




